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REMARKS 

Further and favorable reconsideration of the subject application in light of the 
following remarks, pursuant to and consistent with 37 C.F.R. § 1.1 12, are respectfully 
requested. 

Claim 25 has been rejected under 35 U.S. C. 112, first paragraph for allegedly lacking 
written description. Applicants respectfully traverse. 

The Examiner's rejection is confusing because claim 25 is not drawn to sequences 
having 80% homology with SEQ ID NO: 3 8 that can bind to SEQ ID NO: 3 8. Claim 25 is 
drawn to a polypeptide from a phage display that can bind to the polypeptide according to 
claim 23 (i.e., SEQ ID NO:38). It is routine in the art to use phage display to identify 
molecules that, e.g., bind to other molecules. 

Claims 24 and 26, which recite a % homology, also include an associated functional 
activity. One of ordinary skill in the art, using conventional techniques in modern molecular 
biology, would be able to construct polypeptides having sequences which are 80% or 90% 
homologous to the polypeptide of SEQ ID NO:38 and possess the associated function 
identified as a human mRNA putatively prenylated protein, as described for the encoding 
SEQ ID NO: 16. See e.g., the specification at page 55. Also, review of the expression data 
collected in a Northern blot analysis for SEQ ID NO: 1 6 clearly indicates it as being 
expressed in significantly higher levels in uterus myometrium tumor tissue as compared to 
normal uterus myometrium tissue expression (see specification at page 33). One of ordinary 
skill in the art, using conventional techniques or assays would be able to ascertain that the 
polypeptides having 80 or 90% homology have the associated functional activity. 

Thus, the rejection of the claims under §112, first paragraph, should be withdrawn. 



Claims 23-26 have been rejected under § 1 12, first paragraph, and 35 U.S.C. § 101 
because the claimed invention allegedly lacks patentable utility. Applicants respectfully 
traverse this rejection. 
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It is general knowledge in the art that cancer in general is related to the up regulation 
of certain proteins in tumor cells. This is evident from the state of the art disclosing 
polypeptides or proteins which are upregulated or essentially unaffected in tumor cells. 

As explained in the specification, the claimed polypeptides are coded for by a nucleic 
acid which is overexpressed in uterus myometrium tumor tissue and therefore can be used, 
e.g., as diagnostic markers and disease targets. SEQ ID NO:38 which is coded for by SEQ 
ID NO: 16 (page 57 of the specification) is shown on page 33 as being expressed at higher 
levels in uterus myometrium tumor tissue as compared to normal uterus myometrium tissue. 
As indicated on Page 468 of the attached page from the Molecular Biology of the Cell, 
"transcription (transcriptional control) usually predominates" in "the pathway from RNA to 
protein," leading to the reasonable expectation that overexpression of the RNA would lead to 
overexpression of the corresponding protein. Thus, polypeptides of SEQ ID NO:38 would be 
useful as diagnostic markers for uterus myometrium cancer. This utility is adequate to meet 
the requirements of § 101. See, e.g., Utility Guidelines, Pages 69-70, where a marker for 
cancer is described as having a well-established utility. 

The fact that polypeptides of SEQ ID NO: 3 8 are overexpressed in tumor cells also 
provides a reasonable basis for their use as pharmaceutical agents, e.g., to generate antibodies 
in vivo to tumor tissue (i.e., vaccine immunotherapy). There are a number of antibody-based 
products that are in therapeutic use which are targeted at polypeptides expressed in tumor 
tissue, including, e.g., Herceptin® (Trastuzumab) and Rituxan® (Rituximab). Instead of the 
antibody, the target polypeptide can be administered to induce the antibodies in situ in the 
subject to be treated. Given the data showing overexpression of the polypeptide coupled with 
the state of the art, there is no scientific reason to doubt the validity of the asserted utility. 

Therefore, applicants request withdrawal of this rejection. 



In the event that there are any questions relating to this application, it would be 
appreciated if the Examiner would telephone the undersigned attorney or agent concerning 
such questions so that prosecution of this application may be expedited. 
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The Commissioner is hereby authorized to charge any fees associated with this 
response or credit any overpayment to Deposit Account No. 13-3402. 



MILLEN, WHITE, ZELANO 

& BRANIGAN, P.C. 
Arlington Courthouse Plaza 1, Suite 1400 
2200 Clarendon Boulevard 
Arlington, Virginia 2220 1 
Telephone: (703) 243-6333 
Facsimile: (703)243-6410 



Date: November 21, 2003 



K:\ALBRE\4\12-03-03 Reply.doc 




Respectfully submitted, 
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